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DETAILED ACTION 



Priority 



1 . Receipt is acknowledged of papers submitted under 35 U.S.C. 1 1 9(a)-(d), which 
papers have been placed of record in the file. 



Claim Objections 



2. Claims 1-6 are objected to because of the following informalities: Claim 1 should 
read "a passage through which blood may flow" so as not to claim a human body part. 
Appropriate correction is required. 



Claim Rejections - 35 USC § 102 



4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 
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5. Claims 1-6 and 20-29 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Chobotov (US 6,395,019 B2). 

Regarding claims 1-4, and 26-29, Chobotov discloses an inflatable tubular 
implant comprising: a continuous outer surface (columns 6-7, lines 66-67, 1-3) having a 
geometry of a tube made of resilient materials (column 7, lines 6-9), at least a portion of 
which is adapted for contacting a blood vessel and changing configuration upon 
absorption of fluid (column 7, lines 51-54); and an inner surface defining a passage 
through which blood flows, wherein the distance between the inner surface and the 
outer surface is non-uniform along an axis of the tube (fig. 2) and at least a portion of 
which is hollow and adapted to be inflated (abstract); wherein at least a portion of the 
implant comprises shape memory materials (column 7, lines 25-31). 

Regarding claim 5, Chobotov discloses wherein the inner surface is parallel to 
the longitudinal axis of the flow passage (fig. 2). 

Regarding claim 6, Chobotov discloses wherein the outer surface is non-parallel 
to the longitudinal axis of the flow passage (fig. 2). 

Regarding claim 20, Chobotov discloses an implant comprising: a tubular wall 
defining a flow passage adapted for encircling a flow of blood through a vessel (fig. 4) 
and least one wire (52, 53, 54) of varying effective width adapted to at least partially 
obstruct blood flow (column 8, lines 27-43). It has been held that the recitation that an 
element is "adapted to" perform a function is not a positive limitation but only requires 
the ability to so perform. It does not constitute a limitation in any patentable sense. 
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Regarding claims 21-25, Stinson discloses the implant according to claim 20, 
wherein there are at least two wires (52, 53, 54) which are interconnected and 
connected to an object and curve in a plane of the width of the wire (fig. 4). 
6. Claims 7-17 are rejected under 35 U.S.C. 102(b) as being anticipated by Perrier 
etal. (US 5,123,918). 

Regarding claim 7-12, Perrier et al. disclose an implant for obstructing blood 
flow in a blood vessel, the implant comprising: a tubular wall (1) defining a flow passage 
adapted for encircling a flow of blood through a vessel; two or more positionally 
adjustable flaps (2) projecting from the wall into the blood flow (figs. 1-6); and two or 
more guide elements (20, 40, 70) which deform under pressure connecting the flaps, 
operative to maintain the flaps in a position partially blocking the flow of passage 
(columns 9-10, lines 13-17, 65-68, 1-4). 

Regarding claims 13 and 17, Perrier et al. disclose an implant for obstructing 
blood flow in a blood vessel, the implant comprising: a tubular wall (1) defining a flow 
passage adapted for encircling a flow of blood through a vessel; and at least two non- 
overlapping flap (2) projecting from the wall into the blood flow (figs. 1-6). 

Regarding claim 14, Perrier et al. disclose the implant according to claim 13, 
wherein the at least one flap is substantially planar with a surface of the tubular wall (fig. 
3). 

Regarding claim 15, Perrier et al. disclose the implant according to claim 13, 
wherein the at least one flap is substantially non-planar with a surface of the tubular wall 
(fig. 5). 
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Regarding claim 16, Perrier et al. disclose the implant according to claim 13, 
wherein the at least one flap is positionally adjustable (figs. 3, 5). 

7. Claims 13, 18 and 19 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Latac et al. (US 2001/0010017 A1). 

Regarding claim 13, Latac et al. disclose an implant for obstructing blood flow 
in a blood vessel, the implant comprising: a tubular wall (10) defining a flow passage 
adapted for encircling a flow of blood through a vessel; and at least one non- 
overlapping flap (14) projecting from the wall into the blood vessel (figs. 5a-b). 

Regarding claim 18, Latac et al. disclose the implant according to claim 13, 
comprising a kit ([0141]) that additionally includes a flap angle adjusting tool, the tool 
comprising a shaft (27f) having one or more wing projections (26) adapted to press 
against one or more flow obstructing flaps (figs. 13a-l). 

Regarding claim 19, Latac et al. disclose the implant according to claim 18, 
wherein the one or more wings of the tool are activated inflatably (fig. 13h). 

8. Claims 30 and 32-35 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Bozzo (EP 0355341 B1). 

Regarding claim 30, Bozzo discloses a method of modifying an implant 
geometry, of a tubular implant with at least one intra-luminal flap (2), comprising: 
contacting at least one intra-lumen flap of an implanted vascular implant with an effector 
element (19); and bending said flap by applying force via said contact (figs. 8, 9). 

Regarding claim 32, Bozzo discloses the method according to claim 30, 
wherein contacting comprises pushing said element towards said flap (figs. 8, 9). 
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Regarding claim 33, Bozzo discloses the method according to claim 32, wherein 
pushing comprises enough force to tear an element restraining (20) of said flap ((2); 
column 5, lines 24-28). 

Regarding claims 34 and 35, Bozzo discloses the method according to claim 
30, wherein said element comprises a mechanically expandable element ((19); column 
5, lines 24-28). 

9. Claims 36-39 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Andersen et al. (US 6,168,614 B1). 

Regarding claim 36, Andersen et al. disclose an implant comprising: a radially 
expandable tubular sheath (fig. 1); and at least one flap (4) welded to said sheath and 
configured to at least partially and rigidly obstruct a lumen of said sheath. 

Regarding claim 37, Andersen et al. disclose the implant according to claim 
36, wherein said tubular sheath comprises a wire mesh sheath (fig. 1; column 4, lines 
66-67). 

Regarding claim 38, Andersen et al. disclose the implant according to claim 
36, comprising at least two flaps (4) and comprising at least one restraining element 
(13) interconnecting said flaps and limiting their movement relative to each other (fig. 4). 

Regarding claim 39, Andersen et al. disclose the implant according to claim 38, 
wherein said restraining element is adapted to be torn by applying force to one or more 
flaps, while implanted (column 6, lines 15-21). It has been held that the recitation that 
an element is "adapted to" perform a function is not a positive limitation but only 
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requires the ability to so perform. It does not constitute a limitation in any patentable 
sense. 

Claim Rejections - 35 USC § 103 



1 0. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 1 . The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

12. Claims 31 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bozzo 
(EP 0355341 B1). 

Regarding claim 31, Bozzo discloses the invention except for wherein 
contacting the flap comprises pulling said element towards said flap. 

However, Bozzo teaches wherein contacting comprises pushing said element 
towards said flap (figs. 8, 9). 
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Given the teachings of Bozzo, it would have been obvious to one of ordinary skill 
in the art at the time of the invention to pull rather than push the element towards the 
flap. Doing so would allow for a smaller inner diameter between the flaps, allowing the 
device to reach smaller treatment sites. 

Conclusion 

1 3. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SARAH A. SIMPSON whose telephone number is 571- 
270-3865. The examiner can normally be reached on Monday - Friday 8 am - 5 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on 571-272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Sarah A Simpson/ 
Examiner, Art Unit 3731 

/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3731 



